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: OFFICE OF MANAGEMENT AND BUDGET oo /%
WASHINGTON, D.C. 20503

April 4, 1978

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislative Liaison Officer
Department of Defense Department of Energy
Veterans Administration . National Aeronautics and
Central Intelligence agency Space Administration
National Science Foundation Environmental Protection
Office of Science and Agency

Technology Policy Department of Agriculture

Department of Justice

SUBJECT: HEW draft proposed report on S. 2579, a bill
"To amend the Public Health Service Act to
establish the President's Commission for the
Protection of Human Subjects of Biomedical and
.Behavioral Research, and for other purposes.”

The Office of Management and Budget requests the views of
your agency on the above subject before advising on its
relationship to the program of the President, in accordance
with OMB Circular A=19.

A response to this request for your views is needed )
no later than noon Thursday, April 6, 1978. ~(Subcqmm1ttee
markup of S. 2579 is scheduled for Friday a.m., April 7).

Questions should be referred to John Lively
(395-4794 ) or to Jim Stimpson (395-3736 Y,
the legislative analyst in this office. »

/W ﬁ
Naomi R. Sweeney, for

Assistant Director for
Legislative Reference

Enclosures
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‘Ihe Hanoxable Barnaon A. ‘h'xl}.mms £
Chairman, Lormittee on I!man Resuurc,es
United States Sepate
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Dear Hr. Qsaxmamz

S Th:is is m ?espmse to ywr xeqtmst fo: a repcr:t oun S. 2579 a bill
/_ "o amend the Public Health Serwice .Act to establish the Presideat's

. Coemission for the Prorection of Husan Suhjects orf. Bmmedical ané

,,, Beha:vio:al. Rm and fm: otherpurpom, L

‘»»-hx - ':_

with : th& pu C‘Pﬁsas of t:he' bi_ll aﬁ:!

In sunary,, the Be;mrtmt agz'm-
is prepsred to recomuend that it be-enacted, provided that several -~ -
azegdzents ave mads, Lo desmor helieve that it is appropriate far
public advisory bodiss to SIHPRX . ise-or. geniicr 1xopcams of any '
'5, department ur agenuy of the Foderal Coverunent. We therefors
~Zecommend -that all proviaions of .8..2579 Ipacticularly section -
" 1802(h) (2) ] which authorize the proposed Presideatr's Commission m
‘review specific programs and. wake determinat ionw concerninyg them = 7 v
—should. be deleted. Fucthermore, the bill.would require the President’s s
m to separately advise each of-sooe 20 Federal agencies 577
--engaged in research involving human subjects. This requirement is .-~
- .inconsistent with recomzendations made by the existing Natiomal
=-Comxission for the Protection of Humau Subjecrs of Biomedical and ©
- - Behavioral Research that “Fedezal law should be -enacted or acended |
- ta authorize the Secretary of Healith, Educatios, and Welfare to
- - - prosulgate regulations goverwing review.of =11l research dnvolving . -
... -human subjects that is subject to Federal r.gulations.”™ The R
-‘Department believes that $..2579 should be .mended to incerporale - SRR
the recomsmendations of the National Commission. Mdiucnal susgzs- '
tions for azendment are menticned belcv. AR
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S. 2579 contains the following ptO‘FiSians: .

{1) The bill would establish a President’s Cowmaission to be composed
of eleven members appointed bty the Presidert with the advice and

. consent of the Senate. Five werxbers of the Comission are to be
especially qualified by virtue of their exyerieace and background inm
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'bicmedical or behavioral research mvolving human subjects. Csix
mewmbers of ‘the Cozmission are to be distinguished in the fields oi AT
medicine; law; ethics; theology; the biclogical, behavioral, and social' L
. sciences; philosophy; huzanities; health administration; government; .
-and public affairs. These members should not bé or have been engaged

. -in biszedical research involving hmman subjects.  The Secretary of -~ -
...  Defense, the Diractor of-the Central Intelligence Agency,. the Du:ec:ot
of the Office of Science and Technology Policy, the Administrator o: -
Veterans' Affairs (sic) {the Veterans Adminiscration?],. and the - o
Director of the National Science Foundation are to desz.gnar.e nomrot.ing, e
; ex—offici@ advisers Lo the I"resz,dent, s Comisqion. - :

:'(Z)The Presideﬂt's messum is-m 1ssne a bia.nnnal repott on tixe :
- ~protection of buman subjects of biomediral and behavioral. research “77°
. after veviewing the relevant rules, policies, and guidelines of eack
7. -Federal department and agency.: Furthernore, the Commissfon is .2/%7-
+. 7 authorized to review in detail any-program of any.department or agemcy - -, ..
‘{inclnding the Department of Defense and the Central Intelligence . . o i

Agency) to derermine whether the htm:m subjects of any biomedical’ o
o oT. b :"m..,.::l\, :Q-S-bﬁ'c’x iwwslv:., in such PregrIy are ﬂrquately pmtewt&f’f PR

G (3) Ihe Preeu_daﬁt’s Cmission m-.tn‘;couplete ‘any unfinisheé bms
~--—gf the National Commission. for .the. ?rotectiou of Hu:zaa Sub_;ects o.
. B.ionedical and Behamral Research.;-‘ ORI 5

- Ae) The Preﬁideﬂ:‘s Comlissim is'ta nrdertake —5tnd1,es oE. the ethica:l, R
social, and legal implicarions of advances in hiomedical and behavioral ... 1}
. -mesearch and service, including the: Implications of such advances for -
_individuals and society and for public policy. .. The Commission is alse

o+ to amalyze the laws and ooral gnd ethical principles governming the use.

- of tecimol@gy and alloca:ion decisions involved in healf.h. care delxvery

w2 CS) ‘!hePresm,mt = Cmission 1s :ozmderukzstudies of: -inf.atued
- comsent to health care delivery and treatmert; definfag of death, _'.ﬁ_’f;
¢ including the question of developing-a uniform definition of death,
. and of the ethical, moral, social, and legal irplications of voluntary
“ e testing for genetric diseases and .related counseling miora:a:ion and

- »ﬁduca:ion Programs. :

(5) The President’s Commission is to undertake a study of availahle
zechanisxs designed to safeguard the .privacy of research subjects and

of patient records. ‘ R

{7) Vith respect to the mandates listed above, the President's Cozmission
is to be charged with issuing reports to the Congress, Federal depart-
ments and agencies, and to the public. When a report and recommendations
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are nade'téwa particular depéffnéntybf'égénhj, that ééﬁartaeht.aiv";
~ agency must publish the report in the Federal Register within 60

. or agemcy must take appropriate action or publish in the Federal
_ Register a potice that it deems such action inappropriate. Annual -

_made by the President’s Commission and the subsequent actlons of
‘-the aiiected deparﬁment ot-agency-- : |
»(8) Othar pruv*szons of the bill callrfo: the establ;shment of e:hics

;'Presidenz's Commission,

- conduct of the President's Commission’s business and repeals con- -

*The Departmenc is in fnll.agreeaent~sith :he inten:<of S. 2579 ta'
. .evaluate policies pertaining to-buman subjects of biomedical and
-.behavioral research, and to evaluate the 1mn11catians of genetic

H”Bb canaot halp but questlon, huuever; uhecher a Coaaission fat-the
.., protection of human subjecrs wiil be.qualified ro address questions

A'-public attitudes toward such advances, and evaluakion of resource

" of death and the elements of informed consent in the delivery of

and legislatures of the several -states anoag rthose matters
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'days and provide opportunity for public commenz. Wizhin 180 days
of the date of publication in the Federal Register, the depattmen:

reports to the President and appropriate Congressiomal’ Commlt'ees
are required. Tie reports are to lndivate the recomzendations

R S——————

o

advisory boards in each executive or military department to advise &
each department head with respect to ethical znd moral -issues. > 77
These boards are to coordinate their ptactlces and agenda vith the .

e e Lt

(9) Finally, the bzll ineludes a&m&nlstrat;ve pLavisznns for Lhe i
flicting provisions of the Jat*unal BEseardh,nc’ ong the Publ ciEea‘tﬂ
Ser71ce Ac:._ . :

Rt e

- 'testing, COunseling, and educatlon prograns. 1w,_

e e

pertaining to analvsis of scientificvand tectmological.advances, -
the principles governing the use of technology in medical practice, -
allocation decisions.

Certain of these charges, 1nc1ud1ng those relating to the definition

pealth services, are matters which are being addressed by the courts

Teserved to their jurisdiction by the 10th Amendment. It would. ”;}2if 32
appear that the opportunity for the President’s Comzission to wake o\ §§
a significant contribution in these areas may be limited. Further— ¥
=ore, the expertise nesded to carry out such studies zay be very £

different from that required to evaluate safecuards of the rights

and “ﬂll*bEingAjbbrMPoF‘R%i@a%'észooMﬁ‘ﬁﬁ%ﬁﬁ%’rhﬂﬁ%é&ﬁ&é‘%&q 0079-6
wecbership on tne Comrissieon do not sees to bz well suited to thase ..
responsibilities.

‘rhhl‘a‘\Y’w-*‘:’QT‘("F
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Similarly, the Departzent agrees with the intent of S. 2579 to develop
a uniform policy throughout the Federal Government for the protection
of human research subjects. On the basis of its earlier efforts
involving eleven Federal agencies to develop such a policy, the
Departz=ent can attest to the general recognition and acceptance within
the erecutive branch of a need for such a mechanism. The Department's
eficrts to this end were halted because section 202 of P.L. 93-348,
the National Research Act, required the Kational Commission for the
Protection of Human Subjects to study how a uniform Federal policy .
could best be accooplished. The National Coozission rezently com~
pleted its study of this maiter and has recocsended that HEW take the
lead in developing such a policy. Initial steps to implewent the
recormendations of the Commission have already been taken. As currently
drafted, S. 2579 proposes = much wore diffuse approach than that
expressed in the %ational Comaission's recocmmendations. Where the
Narional Comzission recommends establishment of a single focus within
xecutive branch, the present bill, S. 2579, would require that
resident's Commission make separate recommendations to some 20
ifierent departments and agemcies, and ixposes a tizetable for response
s wmiois imhinin, i mot actuelly prévent, iateragency coordinaticn.
sgree with ‘the National Cowmission that reasonable regulation in
s ares reguires the designation of 2 responsible lead agency.
o M R

b
voRY

ot

nii Y
supd administrative practice also regquires that the lead agency seek

&

Ll

ice and coun=zel of other compoments of the Federal Govermment
sinilar problems. Historically, the principal responsibility
rested with the Department of Health, Education, and Welfare. We
ieve that S. 2579 could be modified in such a way that the proposed
esident’'s Comaission could work together with the Department in
rrying out the recommendation of the Kational Comnission.
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Additionally, S. 2579 charges the President's Comaission to restudy
patters of patient and research subject privacy aiready extensively
considered by the Privacy Protecticn Study Cozmission. 7The report of
the Privacy Protection Study Commission has been widely acclaimed, and
its recommendaticns are already the subject of several legislative
proposals before the Congress. The privacy studies in S. 2579 appear,
therefore, to be redundant and unnecessary. ’ :

Finally, the list of departments and agencies entitled to designate
ex-officio advisory me—bers is not representative of those currently
supporting health-releted research. Specifically, the Department of
Energy (9.7%), the National Aeronautics and Space Adrinistration

(2.3%), the Environmental Protection Agency (2.0%), and the Department
of Agriculrure (1.7 %) are excluded, while the National Science Founda-
tion (1.0%) and the intelligence community which supports 2 vanishingly .

Approved For Release 2005/12/24 : CIA-RDP81M00980R001600120079-6

[
AR




S Approved For Release 2005/12/24 : CIA-RDP81M00980R001600120079-6

Page 5 = The Bonorable Harrisnnvh. hilliams

.
szall portion of such research areincluded. " The Department of Health,
Education, and Welfare is licited to one representative, even though
it supports about L0: of 'such research and regulates through the Food
and Drug Administration an addirional 25%.

. _ o . ,
We therefore recosmend that before S. 2579 is favorably coansidered
that changes reflecting the concerns mentioned above be rade in the
bill. Furthermore, we believe that the Nariocnal Coxmission for the
Protection of Human Subjects should be peruitted to complete its
studies, many of which bear on the issues addressed by S. 2579,
before finzl amendment of the bill is undertaken. '

We are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of
the Adzinistration'’s program.

Sincerely,

Joseph A. Califano, Jr.
i

Hlﬂ/OD/BLA:CKcCarthy:hh,‘#96—3471
“4/3/78 "
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